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CLAIMS 1-16 ARE PRESENTED FOR EXAMINATION 

Applicants' Preliminary Amendment filed September 26, 2003 has been received and 
entered into the application. Accordingly, the specification has been amended at page 1, line 3. 

Title 

The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. 

Claim Rejection - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1,3,4 and 6-16 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for a method of inhibiting the growth of a human cervical 
carcinoma cell, a human hepatocellular cell or a breast cancer cell and for treating or alleviating 
or ameliorating the symptoms associated with cancers caused by such cell types does not 
reasonably provide enablement for inhibiting the growth of a cancer cell in general or treating or 
alleviating or ameliorating symptoms of a non-specific cancer type or preventing the symptoms 
of any type of cancer. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to practice the invention commensurate in 
scope with these claims. 

Respecting the aspect of preventing the symptoms of a cancer in general as in present 
claims 8-16, such is tantamount to the prevention of the cancer itself because one of the 
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symptoms of cancer is the cancer itself. The burden of enabling the prevention any and all 
cancers would be much greater than that of enabling the treatment of such conditions. In the 
instant case, the specification does not provide guidance as to how one skilled in the art would 
accomplish the objective of preventing of such conditions or how a patient could be kept from 
ever being susceptible to these conditions. Nor is there any guidance provided as to a specific 
protocol to be utilized in order to show the efficacy of the presently claimed active ingredients 
for preventing the symptoms of any and all cancer types. 

Specifically, it is highly unlikely, and the Office would require experimental evidence to 
support the contention that the claim specified actives could actually prevent any and all cancer 
types and the symptoms associated therewith by simply administering, by any method, an 
amount of the claim specified active agents. The specification fails to enable one of ordinary 
skill in the art to practice and use the compositions/article of manufacture in the present claim for 
preventing the above conditions. 

The term "prevention" or "preventing" is synonymous with the term "curing" and both 
circumscribe methods of treatment having absolute success. Since absolute success is not 
reasonably possible with most diseases/disorders, especially those having etiologies and 
pathophysiological manifestations as complex/poorly understood as cancers in general, the 
specification, while providing examples of the treatment of 3 specific types of cancers, i.e., 
cervical, hepatocellular and breast, is viewed as lacking an adequate written description of the 
where any and all cancers and the symptoms associated therewith may be prevented. 

Respecting the aspect of inhibiting the growth of a cancer cell, (present claims 1, 3, 4, 6 
and 7) such is considered to be merely a treatment method for cancers developed from such cells. 
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For rejections under 35 U.S.C. 112, first paragraph, the following factors must be considered (In 
re Wands, 8 USPQ2d 1400, 1404 (CaAFC, 1988)): 

1) Nature of invention. 

2) State of prior art. 

3) Level of ordinary skill in the art. 

4) Level of predictability in the art. 

5) Amount of direction and guidance provided by the inventor. 

6) Existence of working examples. 

7) Breadth of claims. 

8) Quantity of experimentation needed to make or use the invention based on the content 
of the disclosure. 

1) Nature of the invention . 

The claimed invention is directed to compositions and methods for inhibiting a cancer cell 
in general in general. 

2) State of the prior art . 

While the state of the art is relatively high with regard to the treatment of specific cancer 
types, the state of the art with regard to treating cancer broadly is underdeveloped. In particular, 
there is no known anticancer agent that is effective against all cancer cell types. The Cecil 
reference (cited by Examiner) clearly shows that for the various known cancer types, there is not 
one specific chemotherapeutic agent that is effective for each and every type of cancer (see page 
Table 198-5 at page 1065; Tables 198-6 and 198-7 at page 1066; Table 198-8 at page 1068; and 
Table 198-9 at page 1071). 

3) Level of ordinary skill in the art . 
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The level of ordinary skill in the art is high. However, given the state of the art as set 
forth above, the artisan is currently unaware of any one particular anticancer agent that is 
effective against all cancer cell types. 

4) Level of predictability in the art . 

The lack of significant guidance from the present specification or prior art with regard to 
the actual treatment of all cancer cells in a mammal, including a human subject, with the claimed 
active ingredient makes practicing the claimed invention unpredictable. 

5) Amount of direction and guidance provided by the inventor . 

The guidance given by the specification is merely that the methods and compositions are 
useful for treating/inhibiting the growth of a cancer cell in general. 

6) Existence of working examples . 

The specification at page 14, line 1 - page 18, line 6 shows only the treatment of three 
specific types of cancer cells, i.e., cervical, hepatocellular and breast. 

7) Breadth of claims . 

The complex nature of the subject matter to which the present claim is directed is 
exacerbated by the breadth of the claim. The claim is extremely broad due to the vast number of 
possible cancer types represented by the term "a cancer cell". 

8) Quantity of experimentation needed to make or use the invention based on the content of 
the disclosure . 

The specification does not enable any person skilled in the art to which it pertains to 
make or use the invention commensurate in scope with this claim. Applicants have failed to 
provide guidance and information to allow the skilled artisan to ascertain that the present active 
agent is effective against all types of cancers. 

Examiner's Suggestion for Overcoming this Rejection 

Applicants may wish to consider limiting claims 1 and 4 to the specifically enabled 
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cancer cell types, i.e, cervical, hepatocellular and breast and limiting claims 8 and 12 to the 
treatment or alleviating or ameliorating the symptoms of the above cancer types in order to 
overcome this ground of rejection. 

Claim Rejection - 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1 and 3-16 are rejected under 35 U.S.C. 102(b) as being anticipated by Bang et al. 
who teach the administration, which may be oral, of a composition which comprises abietic acid 
or derivatives thereof and a pharmaceutically acceptable carrier for the following types of 
cancers: sarcoma, lung, melanoma, ovarian and renal (see the abstract, col. 1, line 55 - col. 3, 
line 7, col. 3, lines 30-32 and col. 7, lines 12-32 and lines 44-52). 

The requirements of claims 3, 6, 10 and 14 regarding the reaction of the tumor or cancer 
cells and those of claims 8 and 12 respecting the preventing, alleviating or ameliorating the 
symptoms of a cancer are deemed inherently disclosed in the prior art because the same drugs are 
being administered to the same host not distinct from those claimed. 

To anticipate, the prior art must either expressly or inherently disclose every limitation of 
the claimed invention. MEHL/Biophile Int'l Corp. v. Milgraum, 192 F.3d 1362, 1365, 52 
U.S.P.Q.2d 1303, 1303 (Fed. Cir. 1999) (citing to In re Schreiber, 128 F.3d 1473, 1477, 44 
U.S.P.Q. 1429, 1431 (Fed. Cir. 1997)); Atlas Powder Co. v. Ireco Inc., 190F.3d 1342, 1347, 51 
U.S.P.Q.2d 1943, 1946 (Fed. Cir. 1999). To inherently anticipate, the prior art must necessarily 
function in accordance with, or include, the claimed limitations. MEHL/Biophile, 192 F.3d at 
1365, 52 U.S.P.Q.2d at 1303. However, it is not required that those of ordinary skill in the art 
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recognize the inherent characteristics or the function of the prior art. Id. Specifically, discovery 
of the mechanism underlying a known process does not make it patentable. 

The requirement of claims 7 and 17 that the composition is a dietary supplement and in 
claim 5 the cell type is human cervical carcinoma or human hepatocellular is deemed met by the 
prior art teachings because such a requirements represent no more than recitation of intended use 
and does not impart any physical or otherwise material limitation to the claimed composition that 
is not found in the prior art compositions. 

Examiner's Suggestion for Overcoming the Rejection 

Applicants may wish to consider limiting claim 1 to the specifically disclosed cancer cell 
types, i.e, cervical, hepatocellular or breast, and limiting claim 8 to the treatment or alleviating or 
ameliorating the symptoms of the above cancer types in order to overcome this ground of 
rejection. Given the unpredictability in the art concerning cancer chemotherapy, the teaching of 
Bang et al. for treating sarcoma, lung, melanoma, ovarian and renal cancer would not teach or 
suggest the treatment of any other specific type of cancer, including those of applicants, i.e., 
cervical, hepatocellular or breast. Similarly, the broad teaching of the reference to treat "tumors" 
in general would be insufficient to teach or suggest the skilled artisan to treat the specific types 
of cancers disclosed by applicants, i.e, cervical, hepatocellular or breast. 

Cancellation of the claims directed to the compositions of matter is also suggested 
because the prior art teaches such compositions to be old. Applicants' attention is drawn to In re 
Dillon , 16 USPQ2nd, 1897 at 1900 (CAFC 1990). The court sitting in banc ruled that the 
recitation of a new utility for an old and well known composition does not render that 
composition new. 



Application/Control Number: 10/672,683 



Page 8 



Art Unit: 1614 

Claim Objection 

Claim 2 is objected to as depending from a rejected base claim, but is otherwise in 
condition for allowance. 

None of the claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Raymond J Henley III whose telephone number is 571-272-0575. 
The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on 571-272-0951. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application maybe obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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